Preliminary Amendment 

National Stage Entry of PCT/JP03/ 10562 

AMENDMENTS TO THE CLAIMS 

This listing of claims will replace all prior versions and listings of claims in the 

application: 

LISTING OF CLAIMS: 

Claims 1-2. (Canceled) 

3. (Currently Amended) The- An agent for reducing side effects or a salt 
thereo f according to claim 1 , which is a combination agent comprising an effective amount of 
ornoprostil and an effective amount of diclofenac or a salt thereof 

4. (Original) The agent for reducing side effects according to claim 3, wherein the 
effective amount of ornoprostil is a biological catalytic amount. 

5. (Original) The agent for reducing side effects according to claim 4, wherein the 
biological catalytic amount of ornoprostil is from 1/100,000 to 1/1,000 based on 1 part by weight 
of diclofenac or a salt thereof. 

6. (Original) The agent for reducing side effects according to claim 3, which 
comprises about 25 mg of diclofenac sodium and about 5 jag of ornoprostil. 

7. (Original) The agent for reducing side effects according to claim 3, which is a 
single solid preparation which comprises at least one small soft capsule preparation (A) 
comprising ornoprostil and an oily solution base, and a pharmaceutical composition (D-l) 
comprising diclofenac or a salt thereof and an excipient. 
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8. (Original) The agent for reducing side effects according to claim 7, wherein the 
solid preparation is a hard capsule preparation. 

9. (Original) The agent for reducing side effects according to claim 8, which 
comprises from 40 to 95% by weight of the oily solution base based on 100% by weight of the 
small soft capsule preparation (A), and from 20 to 95% by weight of the excipient based on 
100% by weight of the pharmaceutical composition (D-l). 

10. (Original) The agent for reducing side effects according to claim 8, wherein the 
number of the small soft capsule preparation (A) is from 1 to 400. 

1 1 . (Original) The agent for reducing side effects according to claim 8, wherein the 
number of the small soft capsule preparation (A) is 1 or 2. 

12. (Original) The agent for reducing side effects according to claim 10, wherein 
the small soft capsule preparation (A) has an outer diameter of from 0. 1 mm to 2 mm. 

13. (Original) The agent for reducing side effects according to claim 11, wherein 
the small soft capsule preparation (A) has an outer diameter of from 2 mm to 6 mm. 

14. (Original) The agent for reducing side effects according to claim 7, wherein the 
oily solution base is middle chain fatty acid triglyceride. 
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15. (Original) The agent for reducing side effects according to claim 14, wherein 
the middle chain fatty acid triglyceride is tricaprylin. 

16. (Original) The agent for reducing side effects according to claim 7, wherein the 
excipient is one or at least two substances selected from the group consisting of saccharides, corn 
starch, and crystalline cellulose. 

17. (Original) The agent for reducing side effects according to claim 7, wherein the 
pharmaceutical composition (D-l) is in the form of granules. 

18. (Original) The agent for reducing side effects according to claim 17, wherein 
the granules have an average particle size of from about 200 jam to about 600 jam. 

19. (Original) The agent for reducing side effects according to claim 7, wherein the 
solid preparation is in the form of tablets. 

20. (Original) The agent for reducing side effects according to claim 3, which is a 
single solid preparation which comprises at least one small soft capsule preparation (A) 
comprising omoprostil and an oily solution base, and at least one small soft capsule preparation 
(C) comprising diclofenac or a salt thereof and an oily solution base. 

21. (Currently Amended) The agent for reducing side effects according to claim 20, 
wherein the solid preparation is in the form of hard capsules or tablets . 
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22. (Original) The agent for reducing side effects according to claim 20, wherein 
the oily solution base in the soft capsule preparation (A) is tricaprylin, and the oily solution base 
in the soft capsule preparation (C) is middle chain fatty acid triglyceride. 

Claim 23. (Canceled) 

24. (Original) The agent for reducing side effects according to claim 3, which is a 
single solid preparation which comprises a pharmaceutical composition (B) comprising 
ornoprostil and an oily solution base, and at least one small soft capsule preparation (C) 
comprising diclofenac or a salt thereof and an oily solution base. 

25. (Currently Amended) The agent for reducing side effects according to claim 24, 
wherein the solid preparation is in the form of hard capsules or soft capsule . 

Claim 26. (Canceled) 

27. (Original) The agent for reducing side effects according to claim 3, which is a 
single solid preparation which comprises at least one small soft capsule preparation (A) 
comprising ornoprostil and an oily solution base, and a pharmaceutical composition (D-2) 
comprising diclofenac or a salt thereof and an oily solution base. 

28. (Currently Amended) The agent for reducing side effects according to claim 27, 
wherein the solid preparation is in the form of soft capsules or hard capsules . 

Claim 29. (Canceled) 
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30. (Original) The agent for reducing side effects according to claim 3, which is a 
soft capsule preparation wherein a pharmaceutical composition (B) comprising the ornoprostil 
and an oily solution base is coated with a soft capsule coat comprising the diclofenac or a salt 
thereof. 

31. (Original) The agent for reducing side effects according to claim 3, which is a 
soft capsule preparation wherein a pharmaceutical composition (D-2) comprising the diclofenac 
or a salt thereof and an oily solution base is coated with a soft capsule coat comprising the 
ornoprostil. 

32. (Original) A side effect-reducing hard capsule agent for reducing digestive 
disorders of diclofenac or a salt thereof, which is a hard capsule preparation which comprises at 
least one small soft capsule preparation (A-l) comprising ornoprostil and from 40 to 95% by 
weight of an oily solution base, and a pharmaceutical preparation (D-3) comprising diclofenac or 
a salt thereof and from 20 to 95% by weight of an excipient. 

33. (Original) The hard capsule agent for reducing side effects according to claim 
32, wherein the oily solution base is tricaprylin, and the excipient is one or at least two 
substances selected from the group consisting of saccharides, corn starch, and crystalline 
cellulose. 

34. (New) A method for reducing side effects of diclofenac or a salt thereof, which 
comprises administering to a subject in need thereof an effective amount of ornoprostil. 
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35. (New) The method according to claim 34, wherein the side effects are digestive 

disorders. 

36. (New) The method according to claim 34, wherein the ornoprostil is 
administered as a combination agent comprising the ornoprostil and an effective amount of 
diclofenac or a salt thereof. 

37. (New) The method according to claim 35, wherein the ornoprostil is 
administered as a hard capsule preparation which comprises at least one small soft capsule 
preparation (A-l) comprising the ornoprostil and from 40 to 95% by weight of an oily solution 
base, and a pharmaceutical preparation (D-3) comprising diclofenac or a salt thereof and from 20 
to 95% by weight of an excipient. 
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